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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)IS] Responsive to communication(s) filed on 16 July 2007 . 
2a)0 This action is FINAL. 2b)[X] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1-8 and 18-31 is/are pending in the application.' 

4a) Of the above claim(s) 1^8 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Ciaim(s) 18-31 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)0 accepted or b)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)0 Some * c)0 None of: 

1 .0 Certified copies of the priority documents have been received. 

2- D Certified copies of the priority documents have been received in Application No. . 

3- D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 16 July 
2007 has been entered. 

Claim Rejections - 35 USC § 112, first paragraph - Enablement 

Claims 18-31 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

There are many factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue." (See 
In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 Fed. Cir. 1988) These factors 
include, but are not limited to: (a) the breadth of the claims; (b) the nature of the 
invention; (c) the state of the prior art; (d) the level of one of ordinary skill; (e) the level 
of predictability in the art; (f) the amount of direction provided by the inventor; (g) the 
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existence of working examples; and (h) the quantity of experimentation needed to make 
or use the invention based on the content of the disclosure. 

The invention appears to employ biological materials, specifically MAb R.1 and 
MAb 528. Since the biological materials are essential to the claimed invention they 
must be obtainable by a repeatable method set forth in the specification or otherwise 
readily available to the public. If the biological materials are not so obtainable or 
available, the requirements of 35 U.S.C. § 1 12 may be satisfied by a deposit of the 
biological materials. The specification does not disclose a repeatable process to obtain 
the biological materials and it is not apparent if the biological materials are readily 
available to the public. If a deposit was made under the Budapest Treaty, then an 
affidavit or declaration by Applicant, or a statement by an attorney of record over his or 
her signature and registration number, stating that the specific biological materials have 
been deposited under the Budapest Treaty and that the biological materials will be 
irrevocably and without restriction or condition released to the public upon the issuance 
of a patent, and that the deposit will be maintained in a public depository for a period of 
30 years or 5 years after the last request or for the effective life of the patent, whichever 
is longer, would satisfy the deposit requirement made herein. If the deposit has not 
been made under the Budapest Treaty, then in order to certify that the deposit meets 
the criteria set forth in 37 C.F.R. §§ 1 .801-1 .809, Applicant may provide assurance of 
compliance by an affidavit or declaration, or by a statement by an attorney of record 
over his or her signature and registration number, showing that: 
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(a) during the pendency of this application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 
5 years after the last request or for the effective life of the patent, whichever is longer; 

(d) a test of the viability of the biological material at the time of deposit will be 
made (see 37 C.F.R. § 1 .807); and 

(e) the deposit will be replaced if it should ever become inviable. 
Applicant's attention is directed to M.P.E.P. §2400 in general, and specifically to 

§241 1 .05, as well as to 37 C.F.R. § 1 .809(d), wherein it is set forth that "the 
specification shall contain the accession number for the deposit, the date of the deposit, 
the name and address of the depository, and a description of the deposited material 
sufficient to specifically identify it and to permit examination." The specification should 
be amended to include this information, however, Applicant is cautioned to avoid the 
entry of new matter into the specification by adding any other information. Finally, the 
address for the ATCC, which should appear in the specification is: 

American Type Culture Collection 

10801 University Boulevard 

Manassas, VA 201 1 0-2209 
Furthermore, the claims recite MAb R.1 antibodies and those that 
competitively inhibit the binding of MAb R.1 to soluble ErbB1 (emphasis added) 
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and Mab 528 and antibodies that competitively inhibit the binding ofMAb 528 to 
soluble ErbB1 (emphasis added). Since the claims are drawn to a sandwich assay in 
which the soluble ErbB1 is captured between the two antibodies (sandwiched), it is not 
clear how antibodies that competitively inhibit the binding of Mab R.1 to ErbB1 and 
antibodies that competitively inhibit the binding of Mab 528 to ErbB1 could be employed 
in this assay. Using such antibodies would inhibit the assay, since MAb R.1 and MAb 
528 would be unable to capture the sErbBI. 

Claim Rejections - 35 (JSC § 112, first paragraph - Written Description 

Claims 18-31 are rejected under 35 U.S.C. 112, first paragraph, as failing to 

comply with the written description requirement. The claim(s) contains subject matter 

which was not described in the specification in such a way as to reasonably convey to 

one skilled in the relevant art that the inventor(s), at the time the application was filed, 

had possession of the claimed invention. Reference is made at p. 43 of the 

specification as originally filed, as to where said antibodies can be purchased. While 

commercial availability can be accepted by the Office as evidence that a biological 

material is known, a search in the current catalogs for these antibodies reveals that Mab 

R.1 and Mab 528 are no longer readily commercially available. See MPEP 2404.01: 

There are many factors that may be used as indicia that a biological 
material is known and readily available to the public. Relevant factors 
include commercial availability, references to the biological material in 
printed publications, declarations of accessibility by those working in the 
field, evidence of predictable isolation techniques, or an existing deposit 
made in accordance with these rules. Each factor alone may or may not 
be sufficient to demonstrate that the biological material is known and 
readily available. Those applicants that rely on evidence of accessibility 
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other than a deposit take the risk that the patent may no longer be 
enforceable if the biological material necessary to satisfy the requirements 
of 35 U.S.C. 112 ceases to be accessible. The Office will accept 
commercial availability as evidence that a biological material is known and 
readily available only when the evidence is clear and convincing that the 
public has access to the material. See the final rule entitled "Deposit of 
Biological Materials for Patent Purposes," 54 FR 34864, 34875 (August 
22, 1989). 

A claim that requires the antibodies that are no longer commercially available is 
not be enforceable. Note that this rejection can be overcome if Applicant can provide 
clear and convincing evidence that the public has access to the material for the life of 
the patent. For example, Applicant may provide a biological deposit of the claimed 
antibodies (see MPEP 2402). Every patent must contain a written description of the 
invention sufficient to enable a person skilled in the art to which the invention pertains to 
make and use the invention. Where the invention involves a biological material and 
words alone cannot sufficiently describe how to make and use the invention in a 
reproducible manner, access to the biological material may be necessary for the 
satisfaction of the statutory requirements for patentability under 35 U.S.C. 112. Courts 
have recognized the necessity and desirability of permitting an applicant for a patent to 
supplement the written disclosure in an application with a deposit of biological material 
which is essential to meet some requirement of the statute with respect to the claimed 
invention. See, e.g., Ajinomoto Co. v. Archer-Daniels-Midland Co., 228 F.3d 1338, 
1345-46, 56 USPQ2d 1332, 1337-38 (Fed. Cir. 2000), cert, denied, 121 S.Ct. 1957 
(2001)(explaining how deposit may help satisfy enablement requirement); Merck and 
Co., Inc. v. Chase Chemical Co., 273 F. Supp. 68, 155 USPQ 139 (D. N.J. 1967); In re 
Argoudelis, 434 F.2d 666, 168 USPQ 99 (CCPA 1970). To facilitate the recognition of 
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deposited biological material in patent applications throughout the world, the Budapest 
Treaty on the International Recognition of the Deposit of Microorganisms for the 
Purposes of Patent Procedure was established in 1977, and became operational in 
1981. The Treaty requires signatory countries, like the United States, to recognize a 
deposit with any depository which has been approved by the World Intellectual Property 
Organization (WIPO). 

The deposit rules (37 CFR 1 .801 - 1 .809) set forth examining procedures and 
conditions of deposit which must be satisfied in the event a deposit is required. The 
rules do not address the substantive issue of whether a deposit is required under any 
particular set of facts. The rules are effective for all applications filed on or after January 
1, 1990, and for all reexamination proceedings in which the request for reexamination 
was filed on or after January 1 , 1990, except that deposits made prior to the effective 
date which were acceptable under the then current practice will be acceptable in such 
applications and proceedings. Since most of the provisions of the rules reflect policy 
and practice existing prior to January 1 , 1990, little change in practice or burden on 
applicants for patent and patent owners relying on the deposit of biological material has 
occurred. Applicants and patent owners are encouraged to comply with these rules 
even if their applications and reexamination proceedings were filed prior to January 1, 
1990. 
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Conclusion 

No claims are allowed. Claims 1 8-31 are free of the prior art, because although 
the methods of detection are disclosed in the literature, (for instance, see Baron et al., 
Journal of Immonological Methods; 219: 1998: 23-43), the prior art does not teach that a 
decrease in sERbBI with respect to controls correlates to the presence of an ovarian 
carcinoma in the patient. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christina Borgeest whose telephone number is 571-272- 
4482. The examiner can normally be reached on 7:00am - 1:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on 571-272-0841. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Christina Borgeest, Ph.D 



/ Elizabeth C. Kemmerer / 
Primary Examiner, Art Unit 1646 



